
* 



i 



0 3 2D© g 



S^lO/028,547 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant: Jay D. Kranzler et al. Examiner: Rebecca Cook 

Serial No.: 10/028,547 Group Art Unit: 1614 

Filed: December 19, 2001 Docket: 1666.003US1 

Title: METHODS OF TREATING FIBROMYALGIA, CHRONIC FATIGUE 

SYNDROME AND PAIN 




DECLARATION UNDER 37 CFR S 1,131 

Commissioner for Patents 
Washington, D.C. 20231 

I, Jay D. Kranzler, declare and say as follows: 

1 . I am a co-inventor of the subject matter claimed in the above-identified U.S. 
Patent Application Serial No. 10/028,547, filed December 19, 2001. 

2. I have reviewed the Office Action mailed August 27, 2002, with respect to the 
above-identified application, and have reviewed Horrobin et al. (WO 01/26623, published April 
19, 2001) and Nagaoka et al., ("Beneficial Effects of a Serotonin-noradrenaline . . .", Medicine 
and Drug Journal 37(10):238-240, October 1, 2001), which were cited by the Examiner in the 
Office Action. I make this Declaration in support of the patentability of the claims of 
Application Serial No. 10/028,547. 

3. Prior to April 19, 2001, the subject matter claimed in the above-identified 
application was invented in the United States. 

4. Evidence that the invention was conceived or reduced to practice before April 19, 
2001, can be found in the copy of selected pages of a presentation given to Pierre Fabre (dates 
and confidential information redacted) att ached hereto as Exhibit A. The material was presented 
by myself, Srinivas Rao, and Wendy Johnson (page 2) to representatives of Pierre Fabre before 
April 19, 2001. Page 3 discloses that the presentation concerns an agent to treat fibromyalgia 
syndrome. Pages 31-32 disclose the use of milnacipran to treat fibromyalgia syndrome. Page 34 
discloses the idea of trials of milnacipran to treat fibromyalgia syndrome. Thus, the presentation 
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evidences conception or reduction to practice of the subject matter of the claimed invention 
before April 19, 2001. 

5. I further declare that all statements made herein of my own knowledge are true, 
and that all statements made on information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful false statements and the like so 
made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the 
United States Code, and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 
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